Dr.Reddy’s €¢

Dr. Reddy’'s Laboratories |td,
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 1 of 10/ C1p. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mponyxr: H6ykaun®, TabJieTKH, NOKPBITHIE MLIEHOYHOH 060/104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _800000.0 tab /
Cepus Ne e O06beM cepuu " 800000.0 Tab
Analytical Repovrt No/ . 040002758393 Date of Analysis / . 19122024
AnanaTHyeckuii oTuer Ne JlaTa aHa/jm3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

Jarta npou3BoacTEa T'open no

Mfg. License No. / MA number: /

IIpouzBoacTBeHHAS : MNB/05/263
JuIeH3Hd Ne

Hoviep PY . JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / AHaqn3 nposeaen no H/: JIH-NQ(0036§4)-(PI“-RU)-101123

Ne [Test / Ioxasares Results/ PesyabTaTsl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucanue one-side scored tablets; white core at [scored tablets; white or off-white core at the

the cross-section. / TabneTku

Ha MOTIEPEYHOM pa3pese — AApo
benoro 1BeTa.

cross-section. / TabneTku xancyioBuaHOH

KalCyJIOBHIHOM QOPMBI, MOKPHITEIE | HOPMBI, MOKPBIThIE IIEHOYHOH 000JI0UKOil
IJIEHOYHOM 060J104YKOH OpaHKEeBOIO |OpaHKEBOro 1IBETa, C PUCKOH Ha OHOI CTOPOHE;
uBeTa, ¢ PUCKOHN Ha OJIHOM CTOPOHE; |Ha MONEPEYHOM pa3pese — ALpo 6enoro uiu

o4tH 6enoro LBeTa.

Remarks ; The Praduct conforms ta N/ Opinion : APPTROVED
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJT Jaxmouenue: UJUbPEHU
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotosneHo: Shivani Devi [IposepeHo: Santosh Kumar /OnoGpeno: Menejiep /

/!’_F Maurya Pykosoautens: Abhishek C.lrauhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 19.12.2024 Jara: 19.12.2024 JaTta: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +%1 40 4900 2999, Email: maii@drredays.com
CIN: L85195AP1384PLC004507
www.direddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Npoayxr: Moykaun®, TabaeTky, MOKpLITHIE MIEHOYHOI 0605109K0ii, 400 Mr + 325 Mr

| Market / Poitok :Russia / Poccust
Batch No / ] Batch Quantity / ~800000.0 tab /
Cepust N V2402659 O6bem cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002758393 Date of Analysis / - 19.12.2024
AHaJIUTHYeCKHI oTHueT Ne JlaTa anaiau3za
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JlaTa npou3BoAcTBa I'ogen no
Mifg. License No. / MA number: /
IIpou3BoacTBeHHAs : MNB/05/263 i . JIII-Ne(003654)-(PT'-RU)

Homep PY

Janen3us Ne

Analysis performed according ND: / Anann3 npoeegen no HJ/L: JITI-Ne(003654)-(PT-RU)-101123

2 [Identification /
IToaaMHHOCTD

Complies as prescribed/
CooTBeTCTBYET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
Bpemena yaepxHBaHHS OCHOBHBIX IHKOB Ha
XpOMATOrpaMMe HCIBITYEMOTO pacTBOpa AOJIKHBI
COOTBETCTBOBATh BpeMeHaM YAEPXKHUBaHUS MMHKOB
Ha XpoMarorpaMMe pacTBOpa CTaHAapPTHBIX
obpaznoB ubynpodeHa u mapaueramosa (pasgen
«KonuuecTBeHHOE ONpeieNeHne»)

3 |Average tablets weight / 972.5 mg/972.5 mr

Cpeanss macca Ta0JIeTOK

940.9 mg to 999.1 mg
(970.0 mg £ 3.0 %) /

Ot 940,9 MI J0
(970,0 mr + 3,0 %)

999,1 MT

4 |Disintegration / 06 min 09 sec / 06 mun 09 cex

PacnagaemocThb

Not more than 30 min /
He 6onee 30 mun

Remarks : 1he Product conforms to NL)/
Ilpumeyanue: [Ipoaykr cootBercTBYeT TpebopanusM HJI

Opinion : APPRUVED
Zaknwuenne: OJOBPEHO

Prepared by / Checked by /

Approved by: M; ager/Executive

IToaroToeneHo: Shivani Devi [lpoBepeno: Santosh Kumar /OpobpeHo: Meungmkep /
j/ Maurya l@‘\ Pykosogutens: Abhishek Chauhan
] A |
Reprint Date: Reprint Date: Reprint Date: !

Hara: 19.12.2024 Hara: 19.12.2024

Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIM: L85195AP1984PLC0OO4507

www.direddys.com




Dr. Reddy's Laboratories |td.
Formulation Unit-6

@
Y q.. Vill. Khol, Nalagarh Road, Baddj
DI’. Reddy S L Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 3 of 10/ Crp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: H6yKkaun®, TabeTKN, NOKPBITHIE ILIEHOYHOH 060.104K0i, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne V2402659 O6bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002758393 Date of Analysis / . 19.12.2024

AHaauTHYecKNH oT4eT Ne JlaTa anajansa

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029

JlaTta npou3BOACTBa I'onen no

Mfg. License No. / MA number: /

TpouzBoacTBeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3us Ne -

Analysis performed according ND: / Ananu3 nposegen no HJI: JII-Ne(003654)-(PT-RU)-101123

5 |Dissolution / Not less than 70% (Q) of Ci13H1sO2 (ibuprofen)
PaCTBOpeHﬂe after 30 min/

99 % to 104% He menee 70 % (Q) Ci3HisO2 (MOynpoden) uepes
30 muH

Not less than 70% (Q) of CsHoNO; (paracetamol)
after 30 min /

100 % to 105 % He menee 70 % (Q) CsHoNO, (mapaneramon)
yepe3 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: llpoayxr cooreeTcTBYET TpeboBanusm HJ 3akmodenne: UJUbPEHU
Prepared by / Checked by / Approved by: Manager/Executive
[Moarorosnexo: Shivani Devi ITpoepeHo: Santosh Kumar /Onobpeno: Majieskep /

/X ]/ Maurya @‘( PyKOBOILI/ITeJ'lI:'f' Abhishek fhauhan
Reprint Date: Reprint Date: Reprint Date: ‘
Hata: 19.12.2024 Hara: 19.12.2024 JHara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIM: L85195AP1984PLCO04507
www.direddys.com




Dr.Reddy’s €5¢

Dr. Reddy’s Laboratories |td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 4 of 10/ Crp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: H6ykanu®, Ta6eTkH, MOKPHITHIE MIeHOUHOH 060104K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne R0 O0nbem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002758393 Date of Analysis / . 19.12.2024

AHaJauTHYeCKHIi oTueT No JlaTa aHa/aH3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa npou3BOACTBA TI'open no

Mfg. License No. / MA number: /

IIpousBoacTBeHHas : MNB/05/263 ) : JII-Ne(003654)-(PT'-RU)
Homep PY

auneH3ns Ne

Analysis performed acc?rding ND: / Anaan3 nposegen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoacTrBennbie npuMecH than 0.005% /
Method 1 / Metog 1 4-amutogenon (nmpuMech MapaleTamojia) He
6onee 0,005 %
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL / Huxe nopora paracetamol) - not more than 0.3% /
perucTpaiiu Jobas emunnynas npumeck (ubynpodena wunu
napaietamosa) He 6onee 0,3 %
0.0002% Total impurities (Method 1+ Method 2) - not more
: : than 0.7% / Cymma npumeceii (Meron 1 + Meton
2) He 6onee 0,7 %
7 |Water / Boga 1.5% Not more than 5.0% /

He 605tee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusm HJJ

Opinion : APPROVED
3axawuenne: OJOBPEHO

Prepared by /
IMoaroroeneno: Shivani Devi

s

Checked by /

Maurya
¢

[TpoBepeHo: SantogKumar

Approved by: Manager/Executive
/Onobpeno: Megemkep /

Reprint Date:
Hata: 19.12.2024

Reprint Date:
Hara: 19.12.2024

Reprint Date:
Jata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q“':

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Dr. Reddy’'s Laboratories [td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 5 of 10/ Ctp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykann®, Ta61eTKH, NOKPBITHIE IUIEHOYHO#H 060710uK0i, 400 Mr + 325 mMr

Market / PeiHox :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne § Ve Ob6nem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002758393 Date of Analysis / . 19.12.2024

AHaauTndeckuii oTyer Ne Jara anajusa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa Opou3BoACTBA T'onen a0

Mfg. License No. / MA number: /

IIpousBoacTBeHHAA : MNB/05/263 ) ¢ JITI-Ne((03654)-(PT"-RU)
Homep PY

JHueH3Hsa Ne

Analysis performed according ND: / Anain3 l'l_[)OBeIleH no HJI: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OnHOpPOIHOCTH
JIO3UPOBaHHUS

- ibuprofen / ubynpoden

- paracetamol /

1.4

1.4

Acceptance value (AV) should be not more than
15.0 / ITokazartens npuemiemMoctu (AV) qomkeH
OBITh He bonee 15,0

Acceptance value (AV) should be not more than
15.0 /Iloka3aTens npuemieMoctd (AV) gomKeH

apaueTamoll

OBITH He Dostee 15,0

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykr coorBercTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Shivani Devi
Maurya ‘

A @

ITposepeno: Santosh Kumar

PykoBonurens: A

\

Approved by: Mahager/Executive
/OnobpeHo: MeH'IeFl

xep /
hishek Chg_rhan

Reprint Date:
Hara: 19.12.2024

Reprint Date:
Hara: 19.12.2024

Reprint Date:
JaTa: 19.12.2024

~ |

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +41 40 4500 2999, Email: maii@drreddys.com
CIN: LB5195AP1584PLCDO4507

www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoaykr: H6ykaun®, Ta6eTkH, IOKPHITHIE NUIEHOYHOH 060.1049K0i, 400 Mr + 325 mr

Market / Peinok :Russia / Poccus

Batch No / i Batch Quantity / ~ 800000.0 tab /
Cepusi Ne § VELI00S O06bem cepHun " 800000.0 Tad
Analytical Repo‘}‘t No/ - 040002758393 Date of Analysis / - 19.12.2024
AHanTHYecKHH oTueT Ne JlaTa anaau3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JdaTta npon3BojacTBa TI'ogen no

Mfg. License No. / MA number: /

IIpon3BoAcTBeHHAS : MNR/05/263
Junensus Ne

Homep PY

© JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / Anann3 nposenen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
Mukpo6uonaornueckasi
4yHcTOTa*

a) Total aerobic microbial NA
count / Ob1iee 4ucno
a3pOOHBIX
MHKPOOPTaHH3MOB
NA
b) Total combined yeasts
and mould count / Obuiee
YHUCIIO IPOROKEBBIX H
TICCHEBBIX IPUOOB NA
¢) E. coli

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OrcyrcTBHE
Ir

B

Remarks : The Product conforms ta N/ Opinion ;: ATTROVLED
IIpumeuanue: [IpoayxT cooTBeTCTBYET TpeboBaHusm HJI 3axmouenune: UJUbPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Tonrorosneno: Shivani Devi [Ipoeepeno: Santosh Kumar /Opobpeno: Menejmxep /

A,}__ Maurya %ﬁ PykoBoautens: 13|L hishek Chauhan
Reprint Date: Reprint Date: Reprint Date: '
Hara: 19.12.2024 Hata: 19.12.2024 Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04ED7
www.direddys.com




Dr.Reddy’s Qf’

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayxt: M6yknnn®, TabaeTku, NOKpLITHIE IIEHOYHOI 060104K0id, 400 Mr + 325 Mr

Analysis performed according ND

Market / PoiHOK :Russia / Poccust
Batch No / ' Batch Quantity / _~ 800000.0 tab /
Cepusi Ne | V2802699 Obbem cepun ' 800000.0 Tab
Analytical Repovrt No/ . 040002758393 Date of Analysis / . 1912.2024
AHajguTH4yeckuii oTyer Ne JlaTa ananu3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JlaTa npousBojacTsa T'open no
Mifg. License No. / MA number: /
IIpousBoacTBeHHAsn : MNB/05/263 ) : JITI-Ne(003654)-(PT"-RU)
Homep PY
_JIHIeH3HA Ne -

: / Ananu3 NPOBeJEH 10 HJI: JII-Ne(003654)-(PT-RU)-101123

10 [Assay / KonuuecTBeHHOE
onpeaejeHue

405.3 mg /405.3 mMr

330.33 mg /330.33 Mr

tablet /

TabneTKe

tablet /

B TabyeTke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1 |10 tabletsin PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerok B [IBX/Al 6mucrep. Ilo 1, 2 wnu 20
B [IBX/Al 6mucrep. [To 1 6nuctepy |6nucTepoB B MNauky KapTOHHYIO BMeCTe C

blister and a patient information
leaflet in a carton. / ITo 10 Tabnetok

B Mayky KapTOHHYK BMECTE€ C |MHCTPYKLHeHd Mo NpuMeHEHHIO.

HHCTPYKLMEH MO MPUMEHEHHUIO.

12 | Labeling / MapkupoBka

According to ND. / B cootBeTcTeum ¢ H/I.

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenue ITpu Temnepatype He Bbile 25 °C.
14 | Shelf life / Cpok S years /5 net
TOAHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/

Opinion : APPROVED

Hpumevanue: [Ipoaykr coorBerctByer TpeboBanusm HJT 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manjger/Executive
[Toarororneno: Shivani Devi IIpoeepeHo: Santosh Kumar /OnobpeHo: Menen Kep /
/X. Maurya & Pyxosoautens: AbHishek Chayhan
r , e
Reprint Date: Reprint Date: Reprint Date:
Hata: 19.12.2024 Hara: 19.12.2024 Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4507

www.direddys.com

360.0 to 440.0 mg of C;3Hi30, (ibuprofen) per
Ot 360,0 Mr no 440,0 mr Ci3H1302 (M6ynpoden) B
292.5 to 357.5 mg of CsHyNO; (paracetamol) per

Ot 292,5 mr o 357,5 mr CsHoNO;, (mapaueramon)




Dr.Reddy’s Q‘:

Dr. Reddy’s Laboratories |td.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 8 of 10/ Crp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoayxr: H6ykaun®, TabJeTKH, NOKPBITHIE IJIEHOYHOH 060/104K0#, 400 Mr + 325 mMr

Market / PbIHOK :Russia / Poccug

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne $ V2402659 O6bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ . 040002758393 Date of Analysis / . 19.12.2024

AdanuTHueckHii oTyer No Jata anaymsa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JaTa npousBojcTBa I'ogen go

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 : ¢ JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / AHann3 nposeaes no HJI: JIH-NQ_(003654)-(PF-RU)-101 123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.
[Tpumeuanue: CchUTKH B HOPMATHBHOM JOKyMeHTauuu npuseneHsl Ha [ PO XIV.

* TIpoBOAMTCS NPOM3BOAHTEINEM TIPU BBIYCKE IIEPHOJUYECKH: JUI KaxxnoH 20-0i cepuu uiu He MeHee 1 pasa B

ro. [TokaszaTens MOeT ObITh He BKJIIOUYEH B CepTH(HUKAT aHAIN3a QHPMBL

API name / HaumenoBanue A®C:

Ibuprofen / U6ynpoden

Paracetamol / [Tapanieramonn

INN / MHH:

Ibuprofen / M6ynpoden

Paracetamol / ITapaneramon

API manufacturer batch number /

===

1101/24/A-3393 APAP/24091294
Homep cepun npoussoautes ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIIMH NPOM3BOAHTEIISH FERA00601 FERA00539
I'JI®:
IOL Chemicals and

API Manufactured by & country /
IIponspogutens ADC, cTpaHa:

Pharmaceuticals Limited, India /
HOJI Kemuxkaic 3Hf
®dapmaceroTukanc Jlumuren,

Granules India Limited, India /
I'panynec Unnus Jlumuren, Uaaus

Wnnus

Name, address, authorization No for FP

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/
IIpumeyanue: ITpoaykt cootBercTByeT TpeboBanuam HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
IToxaroroeneno: Shivani Devi

Jr - Maurya
? ~

[IpoBepeHo: Santog%l{umar

Approved by: Manager/Executive
/Opobpeno: Meugmixep /
Pykooautens: Albhishek Chauhan

Reprint Date:
Hata: 19.12.2024

Reprint Date:
Jata: 19.12.2024

Reprint Date:
Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com




Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

Dr. Reddy,s ‘..:.‘ Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
\Mpoaykr: Moyknnn®, Ta6/ieTKH, NOKPHITHIE IUIEHOUHOH 060,104K0ii, 400 Mr + 325 Mr
Market / Peinok :Russia / Poccust
Batch No / . Batch Quantity / - 800000.0 tab /
Cepus Ne g VeRiaep O6bem cepun " 800000.0 Tab
Analytical Repo‘}‘t No / - 040002758393 Date of Analysis / . 19.12.2024
AHaJHTHYECKHI oTueT Ne JlaTa anannza
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
Jata npousBoacTea I'ogen no
Mfg. License No. / MA number: /
IIpon3BoacTBeHHast : MNB/05/263 ) ; JII-Ne(003654)-(PT-RU)
Howmep PY
| iMneH3Hs Ne
Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

site / MNB/05/263) /

HaunMeHoBaHue, agpec, JHUEH3HA 1JIA J-p Pexnn’c Jlabopatopuc JIta., Uaansd, IlpousBoacteeHnoe

IponspoacTeennasn niaomaaka / Ilnomaaka nojpazaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagau, Jluctpukr
| KoHTposIA KadecTBa / [lnomanka BeImycKa Conan, X.I1., 173205, Unpus (nunensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akJil04eHHe 0 coOoTBeTCcTBHHU: «HacTosmM s moATBEpXK1ato, YTO NpUBEICHHAs BbIlIe HHPOPMaLUA ABIAETCA
JOCTOBEpHOH M TOUHOW. DTa cepus NPOAYKUMH NpOoU3BeleHa (BKIIouyas yMakoBKY (MapKMpPOBKY) M KOHTPOJb
KayecTBa) Ha BbILUIEYKAa3aHHOH NPOU3BOJCTBEHHON IUIOMWAAKe (IUIOWIaAKaX) B IIOJIHOM COOTBETCTBUH C
TpeboBanuamH [Ipapun Hagnexaled MpPoU3BOACTBEHHON MpakTUKK EBpa3suiickoro skoHoMHU4eckoro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16pst 2022) 1 TpebGOBaHUAMHU KOHTPOJIS Ka4eCTBa JIEKapCTBEHHBIX CPEICTB,
a TaloKe B COOTBETCTBUM CO CHELU(PHUKALMAMY, COAECPKAIUMUCA B PETUCTPALMOHHOM J0ChE CTPaHbI-UMIIOpPTEpA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJIT 3axmoyenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Shivani Devi IIposepeHo: Santosh Kumar /Ono6peHo: MeHgmkep /
— Maurya %\ PyxoBonutens: Abhishek Chauhan
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Reprint Date: Reprint Date: Reprint Date: '
Hara: 19.12.2024 Hara: 19.12.2024 Hara: 19.12.2024
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Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPBHKAT AHAJIM3A
Page 10 of 10 / CTp. 10 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, TabaeTKH, NOKPHITHIE MJIEHOIHOH 0601049K0ii, 400 Mr + 325 Mr
Market / PoiHOK :Russia / Poccns
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepusa Ne : V2102659 Oo0nem cepun " 800000.0 Tab
Analytical RepO}'t No/ - 040002758393 Date of Analysis / . 19.12.2024
AHanuTHYecKHid oTyeT Ne JlaTa ananuza
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JaTa npousBoacTea T'onen no
Mfg. License No. / MA number: /
IpouzsoacrBesHas : MNB/05/263 ) : JITI-Ne(003654)-(PI"-RU)
Howmep PY

JHneH3us Ne o
Analysis performed according ND: / Ananns npoeenen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

3anucu 1o Npor3BO/ICTBY, yNAKOBKE U @aHAJIH3y MPOBEPEHBI, 1 YCTAHOBIIEHO UX COOTBETCTBUE TpeboBaHMuAM [IpaBui

Hannemameﬁ HpOPISBOI[CTBCHHOﬁ [NpaKTHKH EBpaBHﬁCKOFO IKOHOMHYECCKOI'0 COHO3a».

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuanne: [poaykr coorBercTByeT TpeGosanusm HT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotrosneHo: Shivani Devi IIpoBepeno: Santosh Kumar /OnobpeHo: Mene | wep /

) // Maurya é& PykoBoautens: Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 19.12.2024 Hara: 19.12.2024 Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO0450D7
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